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Abraham A. Chaplan, M.D.
. Place

Dear Dr. Chaplan:

Notice of Disqualification to Receive Investigational New Drugs

I have reviewed the record of the regulatory hearing conducted by Dr.

Mark Novitch on November 15, 1978, re]atlng to your e]ig1b111ty to
receive investigational-use drugs. At the hearing you were unable to
offer satisfactory explanations for the deficiencies observed in your'
clinical investigations of investigational new drugs as set forth in
the September 7, 1978, Notice of Opportunity for Hearing on this
matter. Therefore on the basis of all information, T am affirming
and adopting the January 17, 1979, Recommended Decision and Report of
the Presiding Officer and have determ1ned that you have repeatedly and

deliberately failed to comply with the exempting regulations for new
drugs for investigational use in that:
1. Patient records for the study which you conducted are
inadequate.
2. Patient records for the study which you conducted

are inadequate.

3. Patient records for the study which you conducted are
inadequate
4. Patient records for the study which you conducted are

inadequate; furiher, there are inconsistencies between the

patient records that do exist for patients in this study and
patient case reports prepared for submission to the sponsor.



In accordance with 21 CFR 312.1(c), you are hereby advised that you
are no longer entitled to receive investigational new drugs. A1l such
drugs now in your possession shouid be promptiy returned to their

mcemem VYL o

suppiier.
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For your informatfon, enclosed are
sent to al) sponsors “of investigatio
a2 participant, notifying them that

investigational-use drugs.

“” Donald Kennedy R
Commissioner of Food and Drugs

Enclosures
~r ur_1 (2)
e o t \&y
HF -2
HFC-4
HFD-1
6CF-1
HFY-1 R/F
HFY-21 (Chaplan Files)
LA HHC
TWA-CCO
HFJ-1
HFJ-5 (TRAC #7900473)



